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	SIMPLIFIED SUBMISSION FORM SUBJECT  \* MERGEFORMAT 

	N° : AAHRPP-FORM-109 

Ennov: REV010 – PaCo: Version 1.0
	N° ENGLISH VERSION : 060


"Please do take into account that this is a translation of the original French version validated in the Quality Management System (QMS) of Cliniques universitaires Saint-Luc through the software Ennov GED. Therefore in case of doubt, differences, inconsistency or discrepancy in this English version, the French version shall prevail"
CEHF SIMPLIFIED SUBMISSION FORM 
1. Retrospective study
2. Prospective non-interventional student’s work or interventional student’s work consisting only of non-routine questionnaires. Submit any other type of prospective student’s work with the standard procedure.

3. Studies involving human body material, only if the type of submission is “Simplified” in the below table (as opposed to the “Standard” procedure which is to submit with Document 1). Please check the box(es) corresponding to your study type(s) in the table.
	Human body material :
	Associated clinical data :
	Type of submission :
	Comments :

	Specifically collected for the study 
	 FORMCHECKBOX 
 Yes or no
	Standard 
	Study is prospective interventional.

	Residual, already available in biobank and/or at the Service of Pathological Anatomy (including residual blood)
	 FORMCHECKBOX 
 No
	Simplified
	Signature requested of :

· Head of biobank
· Head of Service of Pathological Anatomy (except if residual blood)
(see corresponding questions in submission forms) 

	
	 FORMCHECKBOX 
 Yes
	Retrospective data, i.e. already available at the time of final approval of CEHF
	Simplified 1 
	

	
	 FORMCHECKBOX 
 Yes
	Prospective data, i.e. not yet available at the time of final approval of CEHF (yet to be collected from the patient).
	Standard 
	

	Residual, but prospectively collected (including residual blood)
	 FORMCHECKBOX 
 No
	Simplified
	Are requested :
· Signature of Head of Service of Pathological Anatomy (except if residual blood)
· Description of the procedure and the person qualified to determine that the body material is indeed residual 
(see corresponding questions in submission forms)

	
	 FORMCHECKBOX 
 Yes
	Retrospective data
	Simplified 1
	

	
	 FORMCHECKBOX 
 Yes
	Prospective data
	Standard 
	

	Urine, stool, tears, hair, sweat, nails, breastmilk
	 FORMCHECKBOX 
 No
	CEHF approval not necessary
	The material corresponds to waste and only the associated clinical data determine the type of study.

	
	 FORMCHECKBOX 
 Yes
	Retrospective data
	Simplified
	

	
	 FORMCHECKBOX 
 No
	Prospective data
	Standard 
	

	1 Check « Retrospective study » AND « study on residual human body material » on pp. 3-4/8


CEHF reference : 

Name of principal investigator (Healthcare professional) :      
     
Department/ward: 
Contact information (e-mail, phone, address):

STUDENTS (to be completed only if you are a student and you are performing a end of study’s work)
 FORMCHECKBOX 
 medicine

 FORMCHECKBOX 
 nursing care


 FORMCHECKBOX 
 dietician 

 FORMCHECKBOX 
 physiotherapy

 FORMCHECKBOX 
 psychology


 FORMCHECKBOX 
 others :

Name of the Supervisor of the student’s work:

Name of the Student :

Contact information student (e-mail, phone, address):

Original TITLE of the research protocol
Dated :      
CHAPTER I: PURPOSE AND JUSTIFICATION OF THE RESEARCH

1. PURPOSE and ORIGINALITY of the research
· Describe the purpose and originality of the research in a few words:

(10 lines maximum)

2. JUSTIFICATION of the research
· Justify the research in a few words:

(8 lines maximum)

CHAPTER II: ABOUT THE RESEARCH ITSELF

1. DISCIPLINE AND PARTICIPANTS SELECTION
 FORMCHECKBOX 
 Surgery


 FORMCHECKBOX 
 Psychiatry



 FORMCHECKBOX 
 Intensive care

 FORMCHECKBOX 
 Internal medicine

 FORMCHECKBOX 
 Oncology/radiotherapy

 FORMCHECKBOX 
 Palliative care

 FORMCHECKBOX 
 Gynecology/obstetrics
 FORMCHECKBOX 
 Clinical biology


 FORMCHECKBOX 
 Nursing care

 FORMCHECKBOX 
 Paediatrics


 FORMCHECKBOX 
 Bacteriology/virology

 FORMCHECKBOX 
 Other : 
2. SPONSOR of the EXPERIMENT
Please  provide us with the mail and e-mail address of the sponsor for the invoice
Non commercial experiment

 FORMCHECKBOX 
 Cliniques universitaires Saint-Luc


 FORMCHECKBOX 
 Université catholique de Louvain


 FORMCHECKBOX 
 Other :

Commercial experiment

 FORMCHECKBOX 
 Commmercial sponsor
Name : 

Address : 

Contact person 


Name : 


E-mail : 


Phone : 

3. TYPE OF EXPERIMENT
 FORMCHECKBOX 
 Retrospective study (performed on medical data, already collected and in no way on prospective new data)
· Period of the data collection from patients (source data) : 
From …………………. To ………………

· Period for which the data will be analyzed by the investigator
From …………………. To ………………

· Data anonymization method used (use unique id number - please do not use administrative number of hospital, nor birthdate, nor combination of initials and birthdate) :

· Statistical methods used :
· With respect to the Belgian Law of 19 December 2008, will you check the absence of denial of use of retrospective data for scientific research issued by the patient (via Medical Explorer)?   FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no

In case of retrospective study, please go directly to Chapter 3: Other information, Point 2 Confidentiality and do not complete the other parts of this document.
 FORMCHECKBOX 
 Study on residual human body material (part of the human body material taken for the diagnosis or treatment of a donor which, after a sufficient part was kept for the diagnosis or for future donor updated treatment according to new scientific data is redundant and could be destroyed.)
· With respect to the Law of 19 December 2008, will you check the absence of denial of use of human body material for scientific research issued by the patient (via Medical Explorer)?
 FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no
· If the residual material is collected prospectively, please describe the procedure followed to determine that the material is indeed residual :
· If the residual human body material is collected prospectively, who is the person qualified to determine that the material is indeed residual?

LAST NAME, Surnames :



Function :
 FORMCHECKBOX 
 Surgeon 

 FORMCHECKBOX 
 Anatomo-pathologist
· Is there a transfer of residual human body material between different juridical entities (for example between the hospital and the university, or a spin-off of the university, or a pharmaceutical company?)

 FORMCHECKBOX 
 YES (Please provide the transfer convention to the Ethics Committee and please describe the conditions of the convention below) 

 FORMCHECKBOX 
 NO 

· Conditions (Financial, intellectual property…) :

In case of study on residual human body material, please go directly to Chapter 3: Other information, Point 2 Confidentiality and do not complete the other parts of this document.

 FORMCHECKBOX 
 Prospective student’s work :

 FORMCHECKBOX 
 non interventional (no-fault insurance to be contracted), including questionnaire or survey during a routine visit
 FORMCHECKBOX 
 interventional (no fault insurance to be contracted) 
 FORMCHECKBOX 
 Questionnaire - survey (if requiring additional visit or telephone call for the survey, or if participant fills in the questionnaire or survey at home)
 FORMCHECKBOX 
 drug 

 FORMCHECKBOX 
 medical device
 FORMCHECKBOX 
 various medical exams
4. MONO/MULTICENTRIC EXPERIMENT
 FORMCHECKBOX 
 Monocentric

 FORMCHECKBOX 
 Multicentric – CEHF = Leading EC


Contact information of the non-leading EC (name, e-mail address, address) :


 FORMCHECKBOX 
 Multicentric – CEHF = Non-leading EC




Contact information of the Leading EC (name, e-mail address, address) :
5. SUBJECTS’ SELECTION
 

· Healthy volunteers       yes  FORMCHECKBOX 
  no  FORMCHECKBOX 

· Sick patients                yes  FORMCHECKBOX 
  no  FORMCHECKBOX 


Which indication ?      
(3 lines maximum)

· Number of expected participants:      
· Minimum age :      
Maximum age:      
· Sex :
male  FORMCHECKBOX 

female  FORMCHECKBOX 

Targeted population : 
 FORMCHECKBOX 
 Adults able to consent
 FORMCHECKBOX 
 Emergencies
 FORMCHECKBOX 
 Adults unable to consent

 FORMCHECKBOX 
 Adults with dementia

 FORMCHECKBOX 
 Unconscious adults

 FORMCHECKBOX 
 Minors 

 FORMCHECKBOX 
 Pregnant or breastfeeding women

 FORMCHECKBOX 
 Embryo’s

 FORMCHECKBOX 
 Other :
6. PLACE where will be held the experiment:

(2 lines maximum)

On what basis will the subjects undergo research?


Outpatient  FORMCHECKBOX 

Inpatient  FORMCHECKBOX 

Mixed  FORMCHECKBOX 

CHAPTER III – OTHER INFORMATION
1. INSURANCE
· Will the potential risks for the patient or for the healthy volunteer participating in the research be covered by a “no-fault” civil / third party liability insurance as required by Art. 29 of the Belgian Law from May 07, 2004?
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

· If YES, who will be the policyholder?
2. CONFIDENTIALITY
· Will the confidentiality of study data be certified
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

· Is the anonymization of the participant guaranteed by the confidentiality of the experiment file as described in the experiment’s protocol
YES  FORMCHECKBOX 

NO  FORMCHECKBOX 

· If answering NO to one of the above questions, how will you ensure the secret of the medical record during the experiment or during potential future inspections?

(6 lines maximum)
3. FINANCIAL CONDITIONS
· Who will assume the study expenses? (grant, internal account ….)

CHAPTER IV - INVESTIGATOR RESPONSIBLE FOR THE EXPERIMENT
I hereby declare that I assume full responsibility for the research whose concept is described below and certify that the information provided reflects the reality taking into account the current scientific knowledge.

Date :      
Last name :           First name :

Signature of the principal investigator :
In case of prospective student’s work, signature of Head of service, for information and approval :

Date :      
Last name :             First name :

Signature of Head of service : 
In case of retrospective study, signature of Head of service responsible of patients :

Date :      
Last name :             First name :

Signature of Head of service

In case of study on Residual Human Body Material, signature of Head of Biobank and of  Head of service of Pathological Anatomy :
Head of Biobank :

Date :      
Last name :       First name : 

Signature : 

Head of service of Pathological Anatomy :

Date :      
Last name :       First name : ………

Signature :
CEHF OPINION

Please check the corresponding box(es).

 FORMCHECKBOX 
 Restrospective study


 FORMCHECKBOX 
 Study on Residual Human Body Material



 FORMCHECKBOX 
 Non-interventional Student’s work

 FORMCHECKBOX 
 Interventional Student’s work consisting of non-routine questionnaire or survey
Title of the study: 
…………………………………………. (last name, first name) submits for approval the following documents or request (please indicate versions and date): 

(
Information document
· Informed consent form
· Exemption to duty of consent (art. 9 §2 e) a) of the Belgian Law of 8 December 1992 on the protection of private life)
· Summary of the experiment
· Protocol
· Questionnaire – survey
· CV of the student
· CV of the promotor – principal investigator
· No-fault insurance (art. 29 of the Belgian Law of 7 May 2004 on human experiment) will be contracted to the UCL Insurance department (students’work)
(
Other(s): …………………………………………………………………………………………………………………..

………………………………………………………………………………………………………………….

To be completed by the CEHF
The Comité d’Ethique Hospitalo-Facultaire Saint-Luc - UCL has received and analyzed all the documents related to the above mentioned experiment.

The CEHF opinion is 

(
favourable: the project can be initiated
(
provisional: please take into account the following comments and requests for modifications:


(
Information document:
…………………………………………………………………………………………..

……………………………………………………………………………………………………………………….

……………………………………………………………………………………………………………………….


(
Informed consent form: ……………………………………………………………………………………


……………………………………………………………………………………………………………………….

……………………………………………………………………………………………………………………….


(
Confidentiality respect:……………………………………………………………………………………………...

(
Data anonymization: ………………………………………………………………………………………………...

(
Other(s): …………………………………………………………………………………………………………….



……………………………………………………………………………………………………………………….



……………………………………………………………………………………………………………………….

(
unfavourable: the project cannot be initiated
CEHF reference :
………………………………….…………. (to mention in any further correspondence)

Belgian number:
B 403………………………………….……
Date and signature:

Professor J.M. MALOTEAUX

Chairman CEHF

( Student’s work to be submitted via full procedure
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